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DETAILED ACTION 
Response to Arguments/Amendments 

Applicant's arguments with respect to claims 1-65 have been considered but are moot in 
view of the new ground(s) of rejection. 

The declaration under 37 CFR 1.132 filed June 28, 2004 is insufficient to overcome the 
rejection of claims 55-65 based upon a U.S.C. 103(a) obviousness rejection of Mamay (US 
5,314,477) as set forth in the last Office action because: The applicants opinion (the applicant 
has argued), that it is not obvious to modify the Mamay reference, which has shown the use of 
two anchors on each end part, to instead have a single anchor on each end pait. The applicant 
has argued this is not obvious mainly because at the time the invention was made, it was not 
known in the art to use a single anchor, that in fact, two anchor were actually necessary in order 
to provide the stability needed to hold the implant in place. The examiner disagrees. A search 
was conducted and multiple references were found, which disclosed/showed the use of di single 
anchor on end parts of intervertebral implants (see US 4,946,378 US 6,402,785 US 5,507,816 
for instance, some of which were cited by the applicant). It is clear that it was well known and 
feasible in the art at the time the invention was made to use a single anchor to support end parts 
of intervertebral implants. Therefore, it in fact, would have been obvious to one having ordinary 
skill in the art as an obvious duplication of parts or an obvious relocation of parts to have fewer 
or more anchors (such as a single anchor) than the two anchors shown and to place them 
iiywhere along the end parts to provide the necessary support (such as at a midline or line 
parallel to side surfaces). 
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Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 64, 66-69, and 73-86 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 64 recites the Umitation "the shorter sides" in line 2. There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 66 recites the limitation "the tops" in hne 2. There is insufficient antecedent basis 
for this limitation in the claim. 

Claim 67 recites the limitation "the rounded portion of the lower part" in lines 2-3. There 
is insufficient antecedent basis for this limitation in the claim. 

Claim 68 recites the Umitation "the partially spherical convex surface" and "the top" in 
line 4. There is insufficient antecedent basis for this limitation in the claim. 

Claim 69 recites the Umitation "the recess in the lower part" in line 3. There is 
insufficient antecedent basis for this limitation in the claim. (The recess seems to be in the first 
piece, not the entire lower part). 

Claim 73 recites the limitations "the lower surface of the lower part" and "the short sides" 
in lines 8 and 9 respectively. There is insufficient antecedent basis for these limitations in the 
claim. AppUcant has not yet claimed a lower surface on the lower part. Claims 74-86 depend 
upon claim 73 and inherit aU problems associated with the claim. 
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Claim 75 recites the limitations "the said lower surface" and "the upper surface portion" 
in lines 2 and 3 respectively. There is insufficient antecedent basis for these limitations in the 
claim. It is suggested to change "the upper surface portion" to -the upper surface-. 

Claim 81 recites the limitation "the rounded portion of the lower part" in line 2, There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 82 recites the limitations "the lower surface" and "the top" in lines 2 and 4 
respectively. There is insufficient antecedent basis for these limitations in the claim. 

It is noted to the examiner, that's claims 58, 59, 76, and 77, each recite, "height of the 
remainder of their respective parts" and it is unclear what applicant is referring to when they 
recite the term "remainder" and what the "remainder" is in comparison to (whether applicant is 
trying to claim the total height of the anchor alone is greater than the height of the part alone, or 
if the height of the anchor adds to the height of the part, making the part taller). 

Claim Rejections - 35 USC§102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed pubhcation in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
m the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1 (a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 55-68, 71, 73-82, and 85 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Zdeblick et al. (US 6,402,785 Bl). Referring to claims 55 and 73, Zdeblick discloses an 
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intervertebral implant (10, 110, 240) comprising an upper part (12, 112, 242) having an upper 

surface (36, 120) for engaging a vertebrae and a lower surface including a rounded portion 

) 

(fig, 16, 34, 32), a lower part (14+16, 1 14+1 16, 244+246) having a lower surface (38, 120) for 
engaging a vertebrae and an upper surface in engagement with the rounded portion of the upper 
part (fig. 16, 32, 34), the upper (12, 1 12, 242) and lower (14+16, 1 14+1 16, 244+246) part each 
having a lead end, which leads as the implant is inserted along a path into the space, and a 
trailing end opposite the lead end and lateral planes passing through opposed side surfaces of 
each part and parallel to the path (see figs), and an anchor (18, 19; fewer or greater than ribs 
shown; coL5, lines 21-28; col.8, lines 53-56; or single rib, 248, 250; col. 10, lines 34-40) on the 
upper surface of the upper part and lower surface of the lower part and located along a line 
parallel to the path and essentially midway between lateral planes and of a height sufficient to 
anchor the part into a groove cut into the vertebrae (see figs. 16, 32, 34). 

Referring to claims 56-68, 71, 74-82 and 85, Zdeblick discloses a lower part comprising 
two pieces, a lower piece (14, 1 14, 244) having a recess (see fig. 16, 32, 34) and an upper piece 
(16, 116, 246) having an upper convex partially spherical surface (see fig. 16, 32, 34). Zdeblick 
discloses the recess to have three walls, an end wall, two sidewalls and an opening opposite the 
end wall (although Zdeblick shows a recess having four walls, the recess still comprises three 
walls, and the opening exists within the recess, at every parallel location to the one end wall, 
away from the end wall). Zdeblick discloses an upper part (12, 1 12, 242) having a concave 
lower surface (fig. 16, 20, 34). Zdeblick discloses anchors (18, 19, 248, 250) to have a sufficient 
height and length along a path (see figs). Zdeblick discloses the parts in plan view to be 
generally rectangular (fig. 15, 19, 34), and the surfaces of the parts to be spherical (are partially 
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spherical in every embodiment, since some embodiments are cylindrical, the parts are spherical 
in one frontal plane, and in other embodiments, such as in fig. 32, 40-42, the parts are completely 
spherical). Zdeblick discloses apertures (166, 168) in the trailing ends of the parts (fig.23) 
capable of receiving instruments. Zdeblick discloses teeth on the anchors (barbs, scales, 
interruptions, col.5, lines 28-33; col.7, lines 13-18). 

Claims 55-63, 67, and 73-81 are rejected under 35 U.S.C. 102(b) as being anticipated by 
BuUivant (US 5,507,816, cited by applicant in IDS). Referring to claims 55 and 73, BuUivant 
discloses an intervertebral implant (fig.lA, IB) comprising an upper part (14) having an upper 
surface (24) for engaging a vertebrae and a lower surface (32) including a rounded portion 
(fig.3A-3D), a lower part (10+12) having a lower surface (20) for engaging a vertebrae and an 
upper surface (28) in engagement with the rounded portion (32) of the upper part, the upper (14) 
and lower (10+12) part each having a lead end, which leads as the implant is inserted along a 
path into the space (path is along rib and channel), and a trailing end opposite the lead end and 
lateral planes passing through opposed side surfaces of each part and parallel to the path, and an 
anchor (22, 26) on the upper surface of the upper part and lower surface of the lower part 
(fig.2B, 3B) and located along a line parallel to the path and essentially midway between lateral 
planes and of a height sufficient to anchor the part into a groove cut into the vertebrae (col.3, 
lines 65-67; col.4, lines 14-16). 

Referring to claims 56-63, 67, and 74-81, BuUivant discloses a lower part (10+12) 
comprising two pieces, a lower piece (10) and an upper spherical convex piece (12; fig.4A-4D). 
BuUivant discloses the upper part (14) rounded portion (32) to be concave (fig.3A-3D). 
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Bullivant discloses anchors (22, 26) with sufficient height and length along the path (fig.3A, 3B, 
2A, 2D). Bullivant discloses the parts to be generally rectangular (fig.2A, 2E, 3A). 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made, 

Clainis 55-71 and 73-85 dXQ rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mamay (US 5,314,477, cited by applicant in IDS). Referring to claims 55 and 73, Mamay 
discloses an intervertebral implant (100) comprising an upper part (110) having an upper surface 
for engaging a vertebrae and a lower surface including a rounded portion, a lower part (120+20) 
having a lower surface for engaging a vertebrae and an upper surface in engagement with the 
rounded portion of the upper part, the upper and lower part each having a lead end, which leads 
as the implant is inserted along a path into the space, and a trailing end opposite the lead end and 
lateral planes passing through opposed side surfaces of each part and parallel to the path, and an 
anchor (1 1 10, 1210) on the upper surface of the upper part (110) and lower surface of the lower 
part (120+20) and located along a line parallel to the path and essentially midway between lateral 
planes and of a height sufficient to anchor the part into a groove cut into the vertebrae (fig. 1,3). 
Mamay discloses however, two anchors instead of a single anchor on each part. It would have 
been obvious to one having ordinary skill in the art at the time the invention was made to have 
more or fewer anchors attached to the parts, such as 2i single anchor, (see for instance, 
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US4,946,378 US6,402,785 and US5,507,816, it is also noted that the apphcant has shown in the 
current application, use of parts with either a single anchor (6) in fig. 7 or multiple anchors (6, 7, 
7) in fig.6, therefore, the apphcant has shown fewer or more anchors are obvious 
equivalents/modifications) since changing the number of parts, still provides the same function 
no matter how many of the part are present, this is a matter of mere duplication or change of 
multipUcity of parts (in this case anchors). In re Harza, 274 F2d 669, 124 USPQ378 
(CCPA1960). 

Referring to claims 56-71 and 74-85, see figures 1-3. 

Claims 55-65 and 67-86 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Boyd et aL (US 5,425,773, cited by applicant in IDS) in view of Zdeblick et al. (US 6,402,785 
Bl). Referring to claims 55 and 73, Boyd discloses an intervertebral implant (1 10, 410; see figs) 
comprising an upper part (upper part +socket in figs.) having an upper surface for engaging a 
vertebrae and a lower surface including a rounded portion (socket), a lower part (lower plate + 
insert ball) having a lower surface for engaging a vertebrae and an upper surface in engagement 
with the rounded portion of the upper part (see figs.), the upper and lower part each having a lead 
end, which leads as the implant is inserted along a path into the space, and a trailing end opposite 
the lead end and lateral planes passing through opposed side surfaces of each part and parallel to 
the path, and an anchor (94; col. 9, lines 44-46) on the upper surface of the upper part and lower 
surface of the lower part (fig.6, 14, 22) and located along a line parallel to the path and 
essentially midway between lateral planes and of a height sufficient to anchor the part into a 
groove cut into the vertebrae. Boyd discloses however, multiple anchors instead of a single 
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anchor on each part. Zdeblick teaches in the same field of intervertebral implants, that the use of 
either multiple or single anchors on each part of the inplant is sufficient for anchoring into 
adjacent bone (coll, lines 60-64; col.5, lines 20-35; col.7, lines 9-18; col8, lines 53-56; col.lO, 
lines 32-40; fig. 1 5, 34). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to combine Boyd's implant having anchors, with Zdeblick' s 
teaching that any number of anchors, including a single anchor, is sufficient to anchor parts into 
adjacent bone in order to provide an implant with a single anchor on each part having sufficient 
anchoring ability. 

Referring to claims 56-65, 67-72, and 74-86, Boyd discloses a lower part comprising two 
pieces, a lower piece having a recess with three walls (fig. 15, recess comprises three walls), an 
end wall, two side walls, and an optional opening (fig. 18 shows an embodiment eliminating an 
end wall creating an opening for lateral insertion), and an upper piece with a convex spherical 
shape (col. 8, lines 16-19). Boyd discloses an upper piece having a concave rounded portion, 
wherein the upper part is capable of nesting within the lower part for a reduced height. Boyd 
discloses an upper piece of the lower part having a means for snap fitting into the lower piece of 
the lower part (the means being a clip mechanism, chps creating a snap fit; col. 8, lines 55-69). 
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Conclusion 

Applicant's amendment necessitated the new groimd(s) of rejection presented in this 
Office action. Accordingly, TfflS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated fi-om the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (703) 305-28 1 2. The 
examiner can normally be reached on Monday through Friday from 7:30am to 5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott, can be reached on 308-21 1 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Pubhc PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
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system, see http://pair-direct.uspto.gov.. Should you have questions on access to the Private PAIR 



system, contact the Electrtanic Business Center (EBC) at 866-217-9197 (toll-free). 
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